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CHAPTER 14—ISSUE OF PATENT 

Sec. 

151. Issue of patent. 

152. Issue of patent to assignee. 

153. How issued. 

154. Contents and term of patent; provisional 

rights. 

155. Patent term extension. 

155A. Patent term restoration. 

156. Extension of patent term. 

157. Statutory invention registration. 

AMENDMENT OF ANALYSIS 

Pub. L. 112–29, § 20(k), (l), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi-

ration of the 1-year period beginning on Sept. 

16, 2011, and applicable to proceedings com-

menced on or after that effective date, this 

analysis is amended by striking out items 155 

and 155A. See 2011 Amendment notes below. 

Pub. L. 112–29, § 3(e)(1), (3), Sept. 16, 2011, 125 

Stat. 287, 288, provided that, effective upon the 

expiration of the 18-month period beginning on 

Sept. 16, 2011, and applicable to any request for 

a statutory invention registration filed on or 

after that effective date, this analysis is amend-

ed by striking out item 157. See 2011 Amendment 

notes below. 

AMENDMENTS 

2011—Pub. L. 112–29, § 20(k), Sept. 16, 2011, 125 Stat. 

335, struck out items 155 ‘‘Patent term extension’’ and 

155A ‘‘Patent term restoration’’. 

Pub. L. 112–29, § 3(e)(1), Sept. 16, 2011, 125 Stat. 287, 

struck out item 157 ‘‘Statutory invention registra-

tion’’. 

1999—Pub. L. 106–113, div. B, § 1000(a)(9) [title IV, 

§ 4507(6)], Nov. 29, 1999, 113 Stat. 1536, 1501A–566, inserted 

‘‘; provisional rights’’ after ‘‘patent’’ in item 154. 

1984—Pub. L. 98–622, title I, § 102(b), Nov. 8, 1984, 98 

Stat. 3384, added item 157. 

Pub. L. 98–417, title II, § 201(b), Sept. 24, 1984, 98 Stat. 

1602, added item 156. 

1983—Pub. L. 98–127, § 4(b), Oct. 13, 1983, 97 Stat. 833, 

added item 155A. 

Pub. L. 97–414, § 11(b), Jan. 4, 1983, 96 Stat. 2066, added 

item 155. 

1965—Pub. L. 89–83, § 6, July 24, 1965, 79 Stat. 261, sub-

stituted ‘‘Issue of patent’’ for ‘‘Time of issue of patent’’ 

in item 151. 

§ 151. Issue of patent 

If it appears that applicant is entitled to a 
patent under the law, a written notice of allow-
ance of the application shall be given or mailed 
to the applicant. The notice shall specify a sum, 
constituting the issue fee or a portion thereof, 
which shall be paid within three months there-
after. 

Upon payment of this sum the patent shall 
issue, but if payment is not timely made, the ap-
plication shall be regarded as abandoned. 

Any remaining balance of the issue fee shall 
be paid within three months from the sending of 
a notice thereof and, if not paid, the patent shall 
lapse at the termination of this three-month pe-
riod. In calculating the amount of a remaining 
balance, charges for a page or less may be dis-
regarded. 

If any payment required by this section is not 
timely made, but is submitted with the fee for 
delayed payment and the delay in payment is 
shown to have been unavoidable, it may be ac-

cepted by the Director as though no abandon-
ment or lapse had ever occurred. 

(July 19, 1952, ch. 950, 66 Stat. 803; Pub. L. 89–83, 
§ 4, July 24, 1965, 79 Stat. 260; Pub. L. 93–601, § 3, 
Jan. 2, 1975, 88 Stat. 1956; Pub. L. 106–113, div. B, 
§ 1000(a)(9) [title IV, § 4732(a)(10)(A)], Nov. 29, 
1999, 113 Stat. 1536, 1501A–582; Pub. L. 107–273, 
div. C, title III, § 13206(b)(1)(B), Nov. 2, 2002, 116 
Stat. 1906.) 

HISTORICAL AND REVISION NOTES 

Based on Title 35, U.S.C., 1946 ed., § 41 (R.S. 4885, 

amended (1) May 23, 1908, ch. 189, 35 Stat. 246, (2) Aug. 

9, 1939, § 2, ch. 619, 53 Stat. 1293). 

Language is changed. 

AMENDMENTS 

2002—Pub. L. 107–273 made technical correction to di-

rectory language of Pub. L. 106–113. See 1999 Amend-

ment note below. 

1999—Pub. L. 106–113, as amended by Pub. L. 107–273, 

substituted ‘‘Director’’ for ‘‘Commissioner’’ in last par. 

1975—Pub. L. 93–601 substituted ‘‘and the delay in 

payment is shown to have been unavoidable,’’ for 

‘‘within three months after the due date and sufficient 

cause is shown for the late payment,’’ in last par. 

1965—Pub. L. 89–83 substituted provisions requiring a 

notice of allowance to be sent to the applicant, the no-

tice of allowance to specify a sum, constituting the 

issue fee or a portion thereof, which shall be paid with-

in 3 months thereafter, the patent to issue upon pay-

ment of this sum, the application to be deemed aban-

doned if the sum is not paid, and any remaining bal-

ance of the fee to be paid within 3 months after issu-

ance of the patent shall lapse, and permitting the Com-

missioner within 3 months after the due date of an un-

paid fee on a showing of sufficient cause to accept late 

payment as though no abandonment or lapse had oc-

curred, for provisions which required a notice of allow-

ance to be sent to the applicant, the final fee to be paid 

within 6 months after the notice, the patent to be is-

sued within 3 months from the date of the payment, 

and which permitted delayed payment of the issue fee 

up to 1 year. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

EFFECTIVE DATE OF 1975 AMENDMENT 

Amendment by Pub. L. 93–601 effective Jan. 2, 1975, 

with examiners-in-chief in office on such date to con-

tinue with existing appointment, see section 4(b) of 

Pub. L. 93–601, set out as a note under section 3 of this 

title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–83 effective three months 

after July 24, 1965, see section 7(a) of Pub. L. 89–83, set 

out as a note under section 41 of this title. 

ACCEPTANCE OF LATE PAYMENT OF ISSUE FEES BY 

COMMISSIONER 

Section 4(a) of Pub. L. 93–601 provided that: ‘‘The 

Commissioner of Patents [now Under Secretary of 

Commerce for Intellectual Property and Director of the 

United States Patent and Trademark Office] may, in 

accordance with Section 3 of this Act [amending this 

section], accept late payment of issue fees, the pay-

ment of which was governed by the provisions of Public 

Law 89–93 [probably should refer to Public Law 89–83, 

which amended sections 41, 112, and 151 of this title and 

section 1113 of Title 15, Commerce and Trade]; Provided: 

the term of the patent for which late payment of such 

an issue fee is accepted shall expire earlier than the 
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time specified in Section 154 of Title 35, United States 

Code by a period equal to the delay between the time 

the application became abandoned or the patent lapsed 

for failure to pay the issue fee and the time the late 

payment is accepted after enactment of this Act [Jan. 

2, 1975]; Further Provided: no patent with respect to 

which the issue fee was governed by the provisions of 

PL 89–83 and for which a late payment of the issue fee 

is accepted under the authority created by Section 3 of 

this Act, shall abridge or affect the right of any person 

or his successors in business who made, purchased or 

used anything covered by the patent, after the date of 

the application became abandoned or patent lapsed for 

failure to pay the issue fee but prior to the grant or res-

toration of the patent, to continue the use of or to sell 

to others to be used or sold, the specific thing so made, 

purchased, or used. A court before which such matter is 

in question may provide for the continued manufac-

ture, use or sale of the thing made, purchased or used 

as specified, or for the manufacture, use or sale of 

which substantial preparation was made after the date 

the application became abandoned or patent lapsed for 

failure to pay the fee but prior to the grant or restora-

tion of the patent, and it may also provide for the con-

tinued practice of any process covered by the patent, 

practiced, or for the practice of which substantial prep-

aration was made, after the date the application be-

came abandoned or patent lapsed for failure to pay the 

issue fee but prior to the grant or restoration of the 

patent, to the extent and under such terms as the court 

deems equitable for the protection of investments made 

or business commenced before the grant or restoration 

of the patent.’’ 

§ 152. Issue of patent to assignee 

Patents may be granted to the assignee of the 
inventor of record in the Patent and Trademark 
Office, upon the application made and the speci-
fication sworn to by the inventor, except as 
otherwise provided in this title. 

(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L. 93–596, 
§ 1, Jan. 2, 1975, 88 Stat. 1949.) 

HISTORICAL AND REVISION NOTES 

Based on Title 35, U.S.C., 1946 ed., § 44 (R.S. 4895). 

Language is changed and the reference to reissue is 

omitted in view of the general provision in section 251. 

AMENDMENTS 

1975—Pub. L. 93–596 substituted ‘‘Patent and Trade-

mark Office’’ for ‘‘Patent Office’’. 

EFFECTIVE DATE OF 1975 AMENDMENT 

Amendment by Pub. L. 93–596 effective Jan. 2, 1975, 

see section 4 of Pub. L. 93–596, set out as a note under 

section 1111 of Title 15, Commerce and Trade. 

§ 153. How issued 

Patents shall be issued in the name of the 
United States of America, under the seal of the 
Patent and Trademark Office, and shall be 
signed by the Director or have his signature 
placed thereon and shall be recorded in the Pat-
ent and Trademark Office. 

(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L. 93–596, 
§ 1, Jan. 2, 1975, 88 Stat. 1949; Pub. L. 106–113, div. 
B, § 1000(a)(9) [title IV, § 4732(a)(10)(A)], Nov. 29, 
1999, 113 Stat. 1536, 1501A–582; Pub. L. 107–273, 
div. C, title III, §§ 13203(c), 13206(b)(1)(B), Nov. 2, 
2002, 116 Stat. 1902, 1906.) 

HISTORICAL AND REVISION NOTES 

Based on Title 35, U.S.C., 1946 ed., § 39 (R.S. 4883, 

amended (1) Feb. 18, 1888, ch. 15, 25 Stat. 40, (2) April 11, 

1903, ch. 417, 32 Stat. 95, (3) Feb. 18, 1922, ch. 58, § 5, 42 

Stat. 391). 

The phrases referring to the attesting officers and to 

the recording of the patents are broadened. 

AMENDMENTS 

2002—Pub. L. 107–273, § 13206(b)(1)(B), made technical 

correction to directory language of Pub. L. 106–113. See 

1999 Amendment note below. 

Pub. L. 107–273, § 13203(c), struck out ‘‘and attested by 

an officer of the Patent and Trademark Office des-

ignated by the Director,’’ after ‘‘signature placed there-

on’’. 

1999—Pub. L. 106–113, as amended by Pub. L. 107–273, 

§ 13206(b)(1)(B), substituted ‘‘Director’’ for ‘‘Commis-

sioner’’ in two places. 

1975—Pub. L. 93–596 substituted ‘‘Patent and Trade-

mark Office’’ for ‘‘Patent Office’’ wherever appearing. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

EFFECTIVE DATE OF 1975 AMENDMENT 

Amendment by Pub. L. 93–596 effective Jan. 2, 1975, 

see section 4 of Pub. L. 93–596, set out as a note under 

section 1111 of Title 15, Commerce and Trade. 

§ 154. Contents and term of patent; provisional 
rights 

(a) IN GENERAL.— 
(1) CONTENTS.—Every patent shall contain a 

short title of the invention and a grant to the 
patentee, his heirs or assigns, of the right to 
exclude others from making, using, offering 
for sale, or selling the invention throughout 
the United States or importing the invention 
into the United States, and, if the invention is 
a process, of the right to exclude others from 
using, offering for sale or selling throughout 
the United States, or importing into the 
United States, products made by that process, 
referring to the specification for the particu-
lars thereof. 

(2) TERM.—Subject to the payment of fees 
under this title, such grant shall be for a term 
beginning on the date on which the patent is-
sues and ending 20 years from the date on 
which the application for the patent was filed 
in the United States or, if the application con-
tains a specific reference to an earlier filed ap-
plication or applications under section 120, 121, 
or 365(c) of this title, from the date on which 
the earliest such application was filed. 

(3) PRIORITY.—Priority under section 119, 
365(a), or 365(b) of this title shall not be taken 
into account in determining the term of a pat-
ent. 

(4) SPECIFICATION AND DRAWING.—A copy of 
the specification and drawing shall be annexed 
to the patent and be a part of such patent. 

(b) ADJUSTMENT OF PATENT TERM.— 
(1) PATENT TERM GUARANTEES.— 

(A) GUARANTEE OF PROMPT PATENT AND 
TRADEMARK OFFICE RESPONSES.—Subject to 
the limitations under paragraph (2), if the 
issue of an original patent is delayed due to 
the failure of the Patent and Trademark Of-
fice to— 

(i) provide at least one of the notifica-
tions under section 132 of this title or a no-



Page 70 TITLE 35—PATENTS § 154 

tice of allowance under section 151 of this 
title not later than 14 months after— 

(I) the date on which an application 
was filed under section 111(a) of this 
title; or 

(II) the date on which an international 
application fulfilled the requirements of 
section 371 of this title; 

(ii) respond to a reply under section 132, 
or to an appeal taken under section 134, 
within 4 months after the date on which 
the reply was filed or the appeal was 
taken; 

(iii) act on an application within 4 
months after the date of a decision by the 
Board of Patent Appeals and Interferences 
under section 134 or 135 or a decision by a 
Federal court under section 141, 145, or 146 
in a case in which allowable claims remain 
in the application; or 

(iv) issue a patent within 4 months after 
the date on which the issue fee was paid 
under section 151 and all outstanding re-
quirements were satisfied, 

the term of the patent shall be extended 1 
day for each day after the end of the period 
specified in clause (i), (ii), (iii), or (iv), as the 
case may be, until the action described in 
such clause is taken. 

(B) GUARANTEE OF NO MORE THAN 3-YEAR 
APPLICATION PENDENCY.—Subject to the limi-
tations under paragraph (2), if the issue of an 
original patent is delayed due to the failure 
of the United States Patent and Trademark 
Office to issue a patent within 3 years after 
the actual filing date of the application in 
the United States, not including— 

(i) any time consumed by continued ex-
amination of the application requested by 
the applicant under section 132(b); 

(ii) any time consumed by a proceeding 
under section 135(a), any time consumed 
by the imposition of an order under sec-
tion 181, or any time consumed by appel-
late review by the Board of Patent Appeals 
and Interferences or by a Federal court; or 

(iii) any delay in the processing of the 
application by the United States Patent 
and Trademark Office requested by the ap-
plicant except as permitted by paragraph 
(3)(C), 

the term of the patent shall be extended 1 
day for each day after the end of that 3-year 
period until the patent is issued. 

(C) GUARANTEE OR ADJUSTMENTS FOR 
DELAYS DUE TO INTERFERENCES, SECRECY OR-
DERS, AND APPEALS.—Subject to the limita-
tions under paragraph (2), if the issue of an 
original patent is delayed due to— 

(i) a proceeding under section 135(a); 
(ii) the imposition of an order under sec-

tion 181; or 
(iii) appellate review by the Board of 

Patent Appeals and Interferences or by a 
Federal court in a case in which the patent 
was issued under a decision in the review 
reversing an adverse determination of pat-
entability, 

the term of the patent shall be extended 1 
day for each day of the pendency of the pro-

ceeding, order, or review, as the case may 
be. 

(2) LIMITATIONS.— 
(A) IN GENERAL.—To the extent that peri-

ods of delay attributable to grounds speci-
fied in paragraph (1) overlap, the period of 
any adjustment granted under this sub-
section shall not exceed the actual number 
of days the issuance of the patent was de-
layed. 

(B) DISCLAIMED TERM.—No patent the term 
of which has been disclaimed beyond a speci-
fied date may be adjusted under this section 
beyond the expiration date specified in the 
disclaimer. 

(C) REDUCTION OF PERIOD OF ADJUSTMENT.— 
(i) The period of adjustment of the term 

of a patent under paragraph (1) shall be re-
duced by a period equal to the period of 
time during which the applicant failed to 
engage in reasonable efforts to conclude 
prosecution of the application. 

(ii) With respect to adjustments to pat-
ent term made under the authority of 
paragraph (1)(B), an applicant shall be 
deemed to have failed to engage in reason-
able efforts to conclude processing or ex-
amination of an application for the cumu-
lative total of any periods of time in ex-
cess of 3 months that are taken to respond 
to a notice from the Office making any re-
jection, objection, argument, or other re-
quest, measuring such 3-month period 
from the date the notice was given or 
mailed to the applicant. 

(iii) The Director shall prescribe regula-
tions establishing the circumstances that 
constitute a failure of an applicant to en-
gage in reasonable efforts to conclude 
processing or examination of an applica-
tion. 

(3) PROCEDURES FOR PATENT TERM ADJUST-
MENT DETERMINATION.— 

(A) The Director shall prescribe regula-
tions establishing procedures for the appli-
cation for and determination of patent term 
adjustments under this subsection. 

(B) Under the procedures established under 
subparagraph (A), the Director shall— 

(i) make a determination of the period of 
any patent term adjustment under this 
subsection, and shall transmit a notice of 
that determination with the written no-
tice of allowance of the application under 
section 151; and 

(ii) provide the applicant one oppor-
tunity to request reconsideration of any 
patent term adjustment determination 
made by the Director. 

(C) The Director shall reinstate all or part 
of the cumulative period of time of an ad-
justment under paragraph (2)(C) if the appli-
cant, prior to the issuance of the patent, 
makes a showing that, in spite of all due 
care, the applicant was unable to respond 
within the 3-month period, but in no case 
shall more than three additional months for 
each such response beyond the original 3- 
month period be reinstated. 

(D) The Director shall proceed to grant the 
patent after completion of the Director’s de-
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termination of a patent term adjustment 
under the procedures established under this 
subsection, notwithstanding any appeal 
taken by the applicant of such determina-
tion. 

(4) APPEAL OF PATENT TERM ADJUSTMENT DE-
TERMINATION.— 

(A) An applicant dissatisfied with a deter-
mination made by the Director under para-
graph (3) shall have remedy by a civil action 
against the Director filed in the United 
States District Court for the Eastern Dis-
trict of Virginia within 180 days after the 
grant of the patent. Chapter 7 of title 5 shall 
apply to such action. Any final judgment re-
sulting in a change to the period of adjust-
ment of the patent term shall be served on 
the Director, and the Director shall there-
after alter the term of the patent to reflect 
such change. 

(B) The determination of a patent term ad-
justment under this subsection shall not be 
subject to appeal or challenge by a third 
party prior to the grant of the patent. 

(c) CONTINUATION.— 
(1) DETERMINATION.—The term of a patent 

that is in force on or that results from an ap-
plication filed before the date that is 6 months 
after the date of the enactment of the Uru-
guay Round Agreements Act shall be the 
greater of the 20-year term as provided in sub-
section (a), or 17 years from grant, subject to 
any terminal disclaimers. 

(2) REMEDIES.—The remedies of sections 283, 
284, and 285 of this title shall not apply to acts 
which— 

(A) were commenced or for which substan-
tial investment was made before the date 
that is 6 months after the date of the enact-
ment of the Uruguay Round Agreements 
Act; and 

(B) became infringing by reason of para-
graph (1). 

(3) REMUNERATION.—The acts referred to in 
paragraph (2) may be continued only upon the 
payment of an equitable remuneration to the 
patentee that is determined in an action 
brought under chapter 28 and chapter 29 (other 
than those provisions excluded by paragraph 
(2)) of this title. 

(d) PROVISIONAL RIGHTS.— 
(1) IN GENERAL.—In addition to other rights 

provided by this section, a patent shall include 
the right to obtain a reasonable royalty from 
any person who, during the period beginning 
on the date of publication of the application 
for such patent under section 122(b), or in the 
case of an international application filed 
under the treaty defined in section 351(a) des-
ignating the United States under Article 
21(2)(a) of such treaty, the date of publication 
of the application, and ending on the date the 
patent is issued— 

(A)(i) makes, uses, offers for sale, or sells 
in the United States the invention as 
claimed in the published patent application 
or imports such an invention into the United 
States; or 

(ii) if the invention as claimed in the pub-
lished patent application is a process, uses, 

offers for sale, or sells in the United States 
or imports into the United States products 
made by that process as claimed in the pub-
lished patent application; and 

(B) had actual notice of the published pat-
ent application and, in a case in which the 
right arising under this paragraph is based 
upon an international application designat-
ing the United States that is published in a 
language other than English, had a trans-
lation of the international application into 
the English language. 

(2) RIGHT BASED ON SUBSTANTIALLY IDENTICAL 
INVENTIONS.—The right under paragraph (1) to 
obtain a reasonable royalty shall not be avail-
able under this subsection unless the inven-
tion as claimed in the patent is substantially 
identical to the invention as claimed in the 
published patent application. 

(3) TIME LIMITATION ON OBTAINING A REASON-
ABLE ROYALTY.—The right under paragraph (1) 
to obtain a reasonable royalty shall be avail-
able only in an action brought not later than 
6 years after the patent is issued. The right 
under paragraph (1) to obtain a reasonable 
royalty shall not be affected by the duration 
of the period described in paragraph (1). 

(4) REQUIREMENTS FOR INTERNATIONAL APPLI-
CATIONS.— 

(A) EFFECTIVE DATE.—The right under 
paragraph (1) to obtain a reasonable royalty 
based upon the publication under the treaty 
defined in section 351(a) of an international 
application designating the United States 
shall commence on the date of publication 
under the treaty of the international appli-
cation, or, if the publication under the trea-
ty of the international application is in a 
language other than English, on the date on 
which the Patent and Trademark Office re-
ceives a translation of the publication in the 
English language. 

(B) COPIES.—The Director may require the 
applicant to provide a copy of the inter-
national application and a translation there-
of. 

(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L. 89–83, 
§ 5, July 24, 1965, 79 Stat. 261; Pub. L. 96–517, § 4, 
Dec. 12, 1980, 94 Stat. 3018; Pub. L. 100–418, title 
IX, § 9002, Aug. 23, 1988, 102 Stat. 1563; Pub. L. 
103–465, title V, § 532(a)(1), Dec. 8, 1994, 108 Stat. 
4983; Pub. L. 104–295, § 20(e)(1), Oct. 11, 1996, 110 
Stat. 3529; Pub. L. 106–113, div. B, § 1000(a)(9) 
[title IV, §§ 4402(a), 4504], Nov. 29, 1999, 113 Stat. 
1536, 1501A–557, 1501A–564; Pub. L. 107–273, div. C, 
title III, §§ 13204, 13206(a)(8), Nov. 2, 2002, 116 Stat. 
1902, 1904; Pub. L. 112–29, §§ 3(j)(1), (2)(B), 9(a), 
20(j), Sept. 16, 2011, 125 Stat. 290, 316, 335.) 

AMENDMENT OF SECTION 

Pub. L. 112–29, § 20(j), (l), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi-

ration of the 1-year period beginning on Sept. 

16, 2011, and applicable to proceedings com-

menced on or after that effective date, this sec-

tion is amended by striking ‘‘of this title’’ each 

place that term appears. See 2011 Amendment 

notes below. 

Pub. L. 112–29, § 3(j)(1), (2)(B), (n), Sept. 16, 

2011, 125 Stat. 290, 293, provided that, effective 
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upon the expiration of the 18-month period be-

ginning on Sept. 16, 2011, and applicable to cer-

tain applications for patent and any patents is-

suing thereon: 

(1) this section is amended by striking ‘‘Board 

of Patent Appeals and Interferences’’ each 

place it appears and inserting ‘‘Patent Trial 

and Appeal Board’’; and 

(2) the heading for subparagraph (C) of sub-

section (b)(1) of this section is amended to read 

as follows: ‘‘Guarantee of adjustments for 

delays due to derivation proceedings, secrecy 

orders, and appeals.—’’. 

See 2011 Amendment notes below. 

HISTORICAL AND REVISION NOTES 

Based on Title 35, U.S.C., 1946 ed., § 40 (R.S. 4884, 

amended May 23, 1930, ch. 312, § 1, 46 Stat. 376). 

The reference to plants is omitted for inclusion in an-

other section and the reference to the title is shortened 

since the title is of no legal significance. 

The wording of the granting clause is changed to ‘‘the 

right to exclude others from making, using, or selling’’, 

following language used by the Supreme Court, to 

render the meaning clearer. 

‘‘United States’’ is defined in section 100. 

REFERENCES IN TEXT 

The date of the enactment of the Uruguay Round 

Agreements Act, referred to in subsec. (c)(1), (2)(A), is 

the date of enactment of Pub. L. 103–465, which was ap-

proved Dec. 8, 1994. 

AMENDMENTS 

2011—Subsec. (a)(2). Pub. L. 112–29, § 20(j), struck out 

‘‘of this title’’ after ‘‘365(c)’’. 

Subsec. (a)(3). Pub. L. 112–29, § 20(j), struck out ‘‘of 

this title’’ after ‘‘365(b)’’. 

Subsec. (b)(1)(A)(i). Pub. L. 112–29, § 20(j), in introduc-

tory provisions, struck out ‘‘of this title’’ after ‘‘132’’ 

and after ‘‘151’’. 

Subsec. (b)(1)(A)(i)(I). Pub. L. 112–29, § 20(j), struck out 

‘‘of this title’’ after ‘‘111(a)’’. 

Subsec. (b)(1)(A)(i)(II). Pub. L. 112–29, § 20(j), struck 

out ‘‘of this title’’ after ‘‘371’’. 

Subsec. (b)(1)(A)(iii), (B)(ii). Pub. L. 112–29, § 3(j)(1), 

substituted ‘‘Patent Trial and Appeal Board’’ for 

‘‘Board of Patent Appeals and Interferences’’. 

Subsec. (b)(1)(C). Pub. L. 112–29, § 3(j)(2)(B), amended 

heading generally. Prior to amendment, heading read 

as follows: ‘‘Guarantee or adjustments for delays due to 

interferences, secrecy orders, and appeals’’. 

Subsec. (b)(1)(C)(iii). Pub. L. 112–29, § 3(j)(1), sub-

stituted ‘‘Patent Trial and Appeal Board’’ for ‘‘Board of 

Patent Appeals and Interferences’’. 

Subsec. (b)(4)(A). Pub. L. 112–29, § 9(a), substituted 

‘‘United States District Court for the Eastern District 

of Virginia’’ for ‘‘United States District Court for the 

District of Columbia’’. 

Subsec. (c)(2). Pub. L. 112–29, § 20(j), in introductory 

provisions, struck out ‘‘of this title’’ after ‘‘285’’. 

Subsec. (c)(3). Pub. L. 112–29, § 20(j), struck out ‘‘of 

this title’’ after ‘‘excluded by paragraph (2))’’. 

2002—Subsec. (b)(4)(A). Pub. L. 107–273, § 13206(a)(8), 

struck out ‘‘, United States Code,’’ after ‘‘title 5’’. 

Subsec. (d)(4)(A). Pub. L. 107–273, § 13204, amended sub-

sec. (d)(4)(A) as in effect on Nov. 29, 2000, by substitut-

ing ‘‘the date of’’ for ‘‘the date on which the Patent and 

Trademark Office receives a copy of the’’ and ‘‘publica-

tion in the English language’’ for ‘‘international appli-

cation in the English language’’. 

1999—Pub. L. 106–113, § 1000(a)(9) [title IV, § 4504(1)], in-

serted ‘‘; provisional rights’’ after ‘‘patent’’ in section 

catchline. 

Subsec. (b). Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4402(a)], amended heading and text of subsec. (b) gen-

erally. Prior to amendment, text provided for inter-

ference delay or secrecy orders, extensions for appel-

late review, a limitations period, and a maximum pe-

riod of 5 years duration for all extensions. 
Subsec. (d). Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4504(2)], added subsec. (d). 
1996—Subsec. (c)(2). Pub. L. 104–295 substituted ‘‘acts’’ 

for ‘‘Acts’’ in introductory provisions. 
1994—Pub. L. 103–465 amended section catchline and 

text generally. Prior to amendment, text read as fol-

lows: ‘‘Every patent shall contain a short title of the 

invention and a grant to the patentee, his heirs or as-

signs, for the term of seventeen years, subject to the 

payment of fees as provided for in this title, of the 

right to exclude others from making, using, or selling 

the invention throughout the United States and, if the 

invention is a process, of the right to exclude others 

from using or selling throughout the United States, or 

importing into the United States, products made by 

that process,, referring to the specification for the par-

ticulars thereof. A copy of the specification and draw-

ings shall be annexed to the patent and be a part there-

of.’’ 
1988—Pub. L. 100–418 inserted ‘‘and, if the invention is 

a process, of the right to exclude others from using or 

selling throughout the United States, or importing into 

the United States, products made by that process,’’ 

after ‘‘United States’’. 
1980—Pub. L. 96–517 substituted ‘‘payment of fees’’ for 

‘‘payment of issue fees’’. 
1965—Pub. L. 89–83 added ‘‘subject to the payment of 

issue fees as provided for in this title’’. 

EFFECTIVE DATE OF 2011 AMENDMENT 

Amendment by section 3(j)(1), (2)(B) of Pub. L. 112–29 

effective upon the expiration of the 18-month period be-

ginning on Sept. 16, 2011, and applicable to certain ap-

plications for patent and any patents issuing thereon, 

see section 3(n) of Pub. L. 112–29, set out as an Effective 

Date of 2011 Amendment; Savings Provisions note 

under section 100 of this title. 
Amendment by section 9(a) of Pub. L. 112–29 effective 

Sept. 16, 2011, and applicable to any civil action com-

menced on or after that date, see section 9(b) of Pub. L. 

112–29, set out as a note under section 1071 of Title 15, 

Commerce and Trade. 
Amendment by section 20(j) of Pub. L. 112–29 effective 

upon the expiration of the 1-year period beginning on 

Sept. 16, 2011, and applicable to proceedings commenced 

on or after that effective date, see section 20(l) of Pub. 

L. 112–29, set out as a note under section 2 of this title. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Pub. L. 106–113, div. B, § 1000(a)(9) [title IV, § 4405(a)], 

Nov. 29, 1999, 113 Stat. 1536, 1501A–560, provided that: 

‘‘The amendments made by sections 4402 and 4404 

[amending this section, sections 156 and 282 of this 

title, and section 1295 of Title 28, Judiciary and Judi-

cial Procedure] shall take effect on the date that is 6 

months after the date of the enactment of this Act 

[Nov. 29, 1999] and, except for a design patent applica-

tion filed under chapter 16 of title 35, United States 

Code, shall apply to any application filed on or after 

the date that is 6 months after the date of the enact-

ment of this Act.’’ 
Amendment by section 1000(a)(9) [title IV, § 4504] of 

Pub. L. 106–113 effective Nov. 29, 2000, applicable only to 

applications (including international applications des-

ignating the United States) filed on or after that date, 

and additionally applicable to any pending application 

filed before Nov. 29, 2000, if such pending application is 

published pursuant to a request of the applicant under 

such procedures as may be established by the Director, 

see section 1000(a)(9) [title IV, § 4508] of Pub. L. 106–113, 

as amended, set out as a note under section 10 of this 

title. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Section 534 of title V of Pub. L. 103–465 provided that: 
‘‘(a) IN GENERAL.—Subject to subsection (b), the 

amendments made by this subtitle [subtitle C 
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(§§ 531–534) of title V of Pub. L. 103–465, amending this 

section and sections 41, 104, 111, 119, 156, 172, 173, 252, 

262, 271, 272, 287, 292, 295, 307, 365, and 373 of this title] 

take effect on the date that is one year after the date 

on which the WTO Agreement enters into force with re-

spect to the United States [Jan. 1, 1995]. 

‘‘(b) PATENT APPLICATIONS.— 

‘‘(1) IN GENERAL.—Subject to paragraph (2), the 

amendments made by section 532 [amending this sec-

tion and sections 41, 111, 119, 156, 172, 173, 365, and 373 

of this title] take effect on the date that is 6 months 

after the date of the enactment of this Act [Dec. 8, 

1994] and shall apply to all patent applications filed 

in the United States on or after the effective date. 

‘‘(2) SECTION 154(a)(1).—Section 154(a)(1) of title 35, 

United States Code, as amended by section 532(a)(1) of 

this Act, shall take effect on the effective date de-

scribed in subsection (a). 

‘‘(3) EARLIEST FILING.—The term of a patent granted 

on an application that is filed on or after the effec-

tive date described in subsection (a) and that con-

tains a specific reference to an earlier application 

filed under the provisions of section 120, 121, or 365(c) 

of title 35, United States Code, shall be measured 

from the filing date of the earliest filed application.’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–418 effective 6 months 

after Aug. 23, 1988, and, subject to enumerated excep-

tions, applicable only with respect to products made or 

imported after such effective date, see section 9006 of 

Pub. L. 100–418, set out as a note under section 271 of 

this title. 

EFFECTIVE DATE OF 1980 AMENDMENT 

Amendment by Pub. L. 96–517 effective Dec. 12, 1980, 

see section 8(a) of Pub. L. 96–517, set out as a note under 

section 41 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–83 effective three months 

after July 24, 1965, see section 7(a) of Pub. L. 89–83, set 

out as a note under section 41 of this title. 

REGULATIONS 

Section 532(a)(2) of Pub. L. 103–465 authorized the 

Commissioner of Patents and Trademarks to prescribe 

regulations for further limited reexamination of appli-

cations pending 2 years or longer and for examination 

of more than 1 independent and distinct invention in 

applications pending 3 years or longer, as of the effec-

tive date of section 154(a)(2) of this title, and to estab-

lish appropriate related fees. 

§ 155. Patent term extension 

Notwithstanding the provisions of section 154, 
the term of a patent which encompasses within 
its scope a composition of matter or a process 
for using such composition shall be extended if 
such composition or process has been subjected 
to a regulatory review by the Federal Food and 
Drug Administration pursuant to the Federal 
Food, Drug, and Cosmetic Act leading to the 
publication of regulation permitting the inter-
state distribution and sale of such composition 
or process and for which there has thereafter 
been a stay of regulation of approval imposed 
pursuant to section 409 of the Federal Food, 
Drug, and Cosmetic Act which stay was in effect 
on January 1, 1981, by a length of time to be 
measured from the date such stay of regulation 
of approval was imposed until such proceedings 
are finally resolved and commercial marketing 
permitted. The patentee, his heirs, successors or 
assigns shall notify the Director within ninety 
days of the date of enactment of this section or 

the date the stay of regulation of approval has 
been removed, whichever is later, of the number 
of the patent to be extended and the date the 
stay was imposed and the date commercial mar-
keting was permitted. On receipt of such notice, 
the Director shall promptly issue to the owner 
of record of the patent a certificate of extension, 
under seal, stating the fact and length of the ex-
tension and identifying the composition of mat-
ter or process for using such composition to 
which such extension is applicable. Such certifi-
cate shall be recorded in the official file of each 
patent extended and such certificate shall be 
considered as part of the original patent, and an 
appropriate notice shall be published in the Offi-
cial Gazette of the Patent and Trademark Of-
fice. 

(Added Pub. L. 97–414, § 11(a), Jan. 4, 1983, 96 
Stat. 2065; amended Pub. L. 106–113, div. B, 
§ 1000(a)(9) [title IV, § 4732(a)(6), (10)(A)], Nov. 29, 
1999, 113 Stat. 1536, 1501A–582; Pub. L. 107–273, 
div. C, title III, § 13206(b)(1)(B), Nov. 2, 2002, 116 
Stat. 1906.) 

REPEAL OF SECTION 

Pub. L. 112–29, § 20(k), (l), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi-

ration of the 1-year period beginning on Sept. 

16, 2011, and applicable to proceedings com-

menced on or after that effective date, this sec-

tion is repealed. 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 

to in text, is act June 25, 1938, ch. 675, 52 Stat. 1040, as 

amended, which is classified generally to chapter 9 

(§ 301 et seq.) of Title 21, Food and Drugs. Section 409 of 

the Federal Food, Drug, and Cosmetic Act is classified 

to section 348 of Title 21. For complete classification of 

this Act to the Code, see section 301 of Title 21 and 

Tables. 
Date of enactment of this section, referred to in text, 

means date of enactment of Pub. L. 97–414, which was 

approved Jan. 4, 1983. 

AMENDMENTS 

2002—Pub. L. 107–273 made technical correction to di-

rectory language of Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4732(a)(10)(A)]. See 1999 Amendment note below. 
1999—Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4732(a)(10)(A)], as amended by Pub. L. 107–273, sub-

stituted ‘‘Director shall promptly’’ for ‘‘Commissioner 

shall promptly’’. 
Pub. L. 106–113, § 1000(a)(9) [title IV, § 4732(a)(6)], sub-

stituted ‘‘notify the Director’’ for ‘‘notify the Commis-

sioner of Patents and Trademarks’’. 

EFFECTIVE DATE OF REPEAL 

Repeal effective upon the expiration of the 1-year pe-

riod beginning on Sept. 16, 2011, and applicable to pro-

ceedings commenced on or after that effective date, see 

section 20(l) of Pub. L. 112–29, set out as an Effective 

Date of 2011 Amendment note under section 2 of this 

title. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

§ 155A. Patent term restoration 

(a) Notwithstanding section 154 of this title, 
the term of each of the following patents shall 
be extended in accordance with this section: 
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(1) Any patent which encompasses within its 
scope a composition of matter which is a new 
drug product, if during the regulatory review 
of the product by the Federal Food and Drug 
Administration— 

(A) the Federal Food and Drug Adminis-
tration notified the patentee, by letter dated 
February 20, 1976, that such product’s new 
drug application was not approvable under 
section 505(b)(1) of the Federal Food, Drug 
and Cosmetic Act; 

(B) in 1977 the patentee submitted to the 
Federal Food and Drug Administration the 
results of a health effects test to evaluate 
the carcinogenic potential of such product; 

(C) the Federal Food and Drug Administra-
tion approved, by letter dated December 18, 
1979, the new drug application for such prod-
uct; and 

(D) the Federal Food and Drug Adminis-
tration approved, by letter dated May 26, 
1981, a supplementary application covering 
the facility for the production of such prod-
uct. 

(2) Any patent which encompasses within its 
scope a process for using the composition of 
matter described in paragraph (1). 

(b) The term of any patent described in sub-
section (a) shall be extended for a period equal 
to the period beginning February 20, 1976, and 
ending May 26, 1981, and such patent shall have 
the effect as if originally issued with such ex-
tended term. 

(c) The patentee of any patent described in 
subsection (a) of this section shall, within nine-
ty days after the date of enactment of this sec-
tion, notify the Director of the number of any 
patent so extended. On receipt of such notice, 
the Director shall confirm such extension by 
placing a notice thereof in the official file of 
such patent and publishing an appropriate no-
tice of such extension in the Official Gazette of 
the Patent and Trademark Office. 

(Added Pub. L. 98–127, § 4(a), Oct. 13, 1983, 97 Stat. 
832; amended Pub. L. 106–113, div. B, § 1000(a)(9) 
[title IV, § 4732(a)(7), (10)(A)], Nov. 29, 1999, 113 
Stat. 1536, 1501A–582; Pub. L. 107–273, div. C, title 
III, § 13206(b)(1)(B), Nov. 2, 2002, 116 Stat. 1906.) 

REPEAL OF SECTION 

Pub. L. 112–29, § 20(k), (l), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi-

ration of the 1-year period beginning on Sept. 

16, 2011, and applicable to proceedings com-

menced on or after that effective date, this sec-

tion is repealed. 

REFERENCES IN TEXT 

Section 505(b)(1) of the Federal Food, Drug and Cos-

metic Act, referred to in subsec. (a)(1)(A), is classified 

to section 355(b)(1) of Title 21, Food and Drugs. 
The date of enactment of this section, referred to in 

subsec. (c), is the date of enactment of Pub. L. 98–127, 

which was approved Oct. 13, 1983. 

AMENDMENTS 

2002—Subsec. (c). Pub. L. 107–273 made technical cor-

rection to directory language of Pub. L. 106–113, 

§ 1000(a)(9) [title IV, § 4732(a)(10)(A)]. See 1999 Amend-

ment note below. 
1999—Subsec. (c). Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4732(a)(10)(A)], as amended by Pub. L. 107–273, sub-

stituted ‘‘Director shall confirm’’ for ‘‘Commissioner 

shall confirm’’. 

Pub. L. 106–113, § 1000(a)(9) [title IV, § 4732(a)(7)], sub-

stituted ‘‘notify the Director’’ for ‘‘notify the Commis-

sioner of Patents and Trademarks’’. 

EFFECTIVE DATE OF REPEAL 

Repeal effective upon the expiration of the 1-year pe-

riod beginning on Sept. 16, 2011, and applicable to pro-

ceedings commenced on or after that effective date, see 

section 20(l) of Pub. L. 112–29, set out as an Effective 

Date of 2011 Amendment note under section 2 of this 

title. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

§ 156. Extension of patent term 

(a) The term of a patent which claims a prod-
uct, a method of using a product, or a method of 
manufacturing a product shall be extended in 
accordance with this section from the original 
expiration date of the patent, which shall in-
clude any patent term adjustment granted 
under section 154(b), if— 

(1) the term of the patent has not expired be-
fore an application is submitted under sub-
section (d)(1) for its extension; 

(2) the term of the patent has never been ex-
tended under subsection (e)(1) of this section; 

(3) an application for extension is submitted 
by the owner of record of the patent or its 
agent and in accordance with the require-
ments of paragraphs (1) through (4) of sub-
section (d); 

(4) the product has been subject to a regu-
latory review period before its commercial 
marketing or use; 

(5)(A) except as provided in subparagraph (B) 
or (C), the permission for the commercial mar-
keting or use of the product after such regu-
latory review period is the first permitted 
commercial marketing or use of the product 
under the provision of law under which such 
regulatory review period occurred; 

(B) in the case of a patent which claims a 
method of manufacturing the product which 
primarily uses recombinant DNA technology 
in the manufacture of the product, the permis-
sion for the commercial marketing or use of 
the product after such regulatory review pe-
riod is the first permitted commercial market-
ing or use of a product manufactured under 
the process claimed in the patent; or 

(C) for purposes of subparagraph (A), in the 
case of a patent which— 

(i) claims a new animal drug or a veteri-
nary biological product which (I) is not cov-
ered by the claims in any other patent which 
has been extended, and (II) has received per-
mission for the commercial marketing or 
use in non-food-producing animals and in 
food-producing animals, and 

(ii) was not extended on the basis of the 
regulatory review period for use in non-food- 
producing animals, 

the permission for the commercial marketing 
or use of the drug or product after the regu-
latory review period for use in food-producing 
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animals is the first permitted commercial 
marketing or use of the drug or product for ad-
ministration to a food-producing animal. 

The product referred to in paragraphs (4) and (5) 
is hereinafter in this section referred to as the 
‘‘approved product’’. 

(b) Except as provided in subsection (d)(5)(F), 
the rights derived from any patent the term of 
which is extended under this section shall dur-
ing the period during which the term of the pat-
ent is extended— 

(1) in the case of a patent which claims a 
product, be limited to any use approved for 
the product— 

(A) before the expiration of the term of the 
patent— 

(i) under the provision of law under 
which the applicable regulatory review oc-
curred, or 

(ii) under the provision of law under 
which any regulatory review described in 
paragraph (1), (4), or (5) of subsection (g) 
occurred, and 

(B) on or after the expiration of the regu-
latory review period upon which the exten-
sion of the patent was based; 

(2) in the case of a patent which claims a 
method of using a product, be limited to any 
use claimed by the patent and approved for 
the product— 

(A) before the expiration of the term of the 
patent— 

(i) under any provision of law under 
which an applicable regulatory review oc-
curred, and 

(ii) under the provision of law under 
which any regulatory review described in 
paragraph (1), (4), or (5) of subsection (g) 
occurred, and 

(B) on or after the expiration of the regu-
latory review period upon which the exten-
sion of the patent was based; and 

(3) in the case of a patent which claims a 
method of manufacturing a product, be lim-
ited to the method of manufacturing as used 
to make— 

(A) the approved product, or 
(B) the product if it has been subject to a 

regulatory review period described in para-
graph (1), (4), or (5) of subsection (g). 

As used in this subsection, the term ‘‘product’’ 
includes an approved product. 

(c) The term of a patent eligible for extension 
under subsection (a) shall be extended by the 
time equal to the regulatory review period for 
the approved product which period occurs after 
the date the patent is issued, except that— 

(1) each period of the regulatory review pe-
riod shall be reduced by any period determined 
under subsection (d)(2)(B) during which the ap-
plicant for the patent extension did not act 
with due diligence during such period of the 
regulatory review period; 

(2) after any reduction required by para-
graph (1), the period of extension shall include 
only one-half of the time remaining in the pe-
riods described in paragraphs (1)(B)(i), 
(2)(B)(i), (3)(B)(i), (4)(B)(i), and (5)(B)(i) of sub-
section (g); 

(3) if the period remaining in the term of a 
patent after the date of the approval of the ap-
proved product under the provision of law 
under which such regulatory review occurred 
when added to the regulatory review period as 
revised under paragraphs (1) and (2) exceeds 
fourteen years, the period of extension shall be 
reduced so that the total of both such periods 
does not exceed fourteen years; and 

(4) in no event shall more than one patent be 
extended under subsection (e)(1) for the same 
regulatory review period for any product. 

(d)(1) To obtain an extension of the term of a 
patent under this section, the owner of record of 
the patent or its agent shall submit an applica-
tion to the Director. Except as provided in para-
graph (5), such an application may only be sub-
mitted within the sixty-day period beginning on 
the date the product received permission under 
the provision of law under which the applicable 
regulatory review period occurred for commer-
cial marketing or use. The application shall con-
tain— 

(A) the identity of the approved product and 
the Federal statute under which regulatory re-
view occurred; 

(B) the identity of the patent for which an 
extension is being sought and the identity of 
each claim of such patent which claims the ap-
proved product or a method of using or manu-
facturing the approved product; 

(C) information to enable the Director to de-
termine under subsections (a) and (b) the eligi-
bility of a patent for extension and the rights 
that will be derived from the extension and in-
formation to enable the Director and the Sec-
retary of Health and Human Services or the 
Secretary of Agriculture to determine the pe-
riod of the extension under subsection (g); 

(D) a brief description of the activities 
undertaken by the applicant during the appli-
cable regulatory review period with respect to 
the approved product and the significant dates 
applicable to such activities; and 

(E) such patent or other information as the 
Director may require. 

For purposes of determining the date on which a 
product receives permission under the second 
sentence of this paragraph, if such permission is 
transmitted after 4:30 P.M., Eastern Time, on a 
business day, or is transmitted on a day that is 
not a business day, the product shall be deemed 
to receive such permission on the next business 
day. For purposes of the preceding sentence, the 
term ‘‘business day’’ means any Monday, Tues-
day, Wednesday, Thursday, or Friday, excluding 
any legal holiday under section 6103 of title 5. 

(2)(A) Within 60 days of the submittal of an ap-
plication for extension of the term of a patent 
under paragraph (1), the Director shall notify— 

(i) the Secretary of Agriculture if the patent 
claims a drug product or a method of using or 
manufacturing a drug product and the drug 
product is subject to the Virus-Serum-Toxin 
Act, and 

(ii) the Secretary of Health and Human 
Services if the patent claims any other drug 
product, a medical device, or a food additive or 
color additive or a method of using or manu-
facturing such a product, device, or additive 
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1 So in original. Probably should be ‘‘Commissioner’’. 

and if the product, device, and additive are 
subject to the Federal Food, Drug, and Cos-
metic Act, 

of the extension application and shall submit to 
the Secretary who is so notified a copy of the 
application. Not later than 30 days after the re-
ceipt of an application from the Director, the 
Secretary receiving the application shall review 
the dates contained in the application pursuant 
to paragraph (1)(C) and determine the applicable 
regulatory review period, shall notify the Direc-
tor of the determination, and shall publish in 
the Federal Register a notice of such determina-
tion. 

(B)(i) If a petition is submitted to the Sec-
retary making the determination under sub-
paragraph (A), not later than 180 days after the 
publication of the determination under subpara-
graph (A), upon which it may reasonably be de-
termined that the applicant did not act with due 
diligence during the applicable regulatory re-
view period, the Secretary making the deter-
mination shall, in accordance with regulations 
promulgated by such Secretary, determine if the 
applicant acted with due diligence during the 
applicable regulatory review period. The Sec-
retary making the determination shall make 
such determination not later than 90 days after 
the receipt of such a petition. For a drug prod-
uct, device, or additive subject to the Federal 
Food, Drug, and Cosmetic Act or the Public 
Health Service Act, the Secretary may not dele-
gate the authority to make the determination 
prescribed by this clause to an office below the 
Office of the Director 1 of Food and Drugs. For a 
product subject to the Virus-Serum-Toxin Act, 
the Secretary of Agriculture may not delegate 
the authority to make the determination pre-
scribed by this clause to an office below the Of-
fice of the Assistant Secretary for Marketing 
and Inspection Services. 

(ii) The Secretary making a determination 
under clause (i) shall notify the Director of the 
determination and shall publish in the Federal 
Register a notice of such determination to-
gether with the factual and legal basis for such 
determination. Any interested person may re-
quest, within the 60-day period beginning on the 
publication of a determination, the Secretary 
making the determination to hold an informal 
hearing on the determination. If such a request 
is made within such period, such Secretary shall 
hold such hearing not later than 30 days after 
the date of the request, or at the request of the 
person making the request, not later than 60 
days after such date. The Secretary who is hold-
ing the hearing shall provide notice of the hear-
ing to the owner of the patent involved and to 
any interested person and provide the owner and 
any interested person an opportunity to partici-
pate in the hearing. Within 30 days after the 
completion of the hearing, such Secretary shall 
affirm or revise the determination which was 
the subject of the hearing and shall notify the 
Director of any revision of the determination 
and shall publish any such revision in the Fed-
eral Register. 

(3) For the purposes of paragraph (2)(B), the 
term ‘‘due diligence’’ means that degree of at-

tention, continuous directed effort, and timeli-
ness as may reasonably be expected from, and 
are ordinarily exercised by, a person during a 
regulatory review period. 

(4) An application for the extension of the 
term of a patent is subject to the disclosure re-
quirements prescribed by the Director. 

(5)(A) If the owner of record of the patent or 
its agent reasonably expects that the applicable 
regulatory review period described in paragraph 
(1)(B)(ii), (2)(B)(ii), (3)(B)(ii), (4)(B)(ii), or 
(5)(B)(ii) of subsection (g) that began for a prod-
uct that is the subject of such patent may ex-
tend beyond the expiration of the patent term in 
effect, the owner or its agent may submit an ap-
plication to the Director for an interim exten-
sion during the period beginning 6 months, and 
ending 15 days, before such term is due to ex-
pire. The application shall contain— 

(i) the identity of the product subject to reg-
ulatory review and the Federal statute under 
which such review is occurring; 

(ii) the identity of the patent for which in-
terim extension is being sought and the iden-
tity of each claim of such patent which claims 
the product under regulatory review or a 
method of using or manufacturing the prod-
uct; 

(iii) information to enable the Director to 
determine under subsection (a)(1), (2), and (3) 
the eligibility of a patent for extension; 

(iv) a brief description of the activities 
undertaken by the applicant during the appli-
cable regulatory review period to date with re-
spect to the product under review and the sig-
nificant dates applicable to such activities; 
and 

(v) such patent or other information as the 
Director may require. 

(B) If the Director determines that, except for 
permission to market or use the product com-
mercially, the patent would be eligible for an ex-
tension of the patent term under this section, 
the Director shall publish in the Federal Reg-
ister a notice of such determination, including 
the identity of the product under regulatory re-
view, and shall issue to the applicant a certifi-
cate of interim extension for a period of not 
more than 1 year. 

(C) The owner of record of a patent, or its 
agent, for which an interim extension has been 
granted under subparagraph (B), may apply for 
not more than 4 subsequent interim extensions 
under this paragraph, except that, in the case of 
a patent subject to subsection (g)(6)(C), the 
owner of record of the patent, or its agent, may 
apply for only 1 subsequent interim extension 
under this paragraph. Each such subsequent ap-
plication shall be made during the period begin-
ning 60 days before, and ending 30 days before, 
the expiration of the preceding interim exten-
sion. 

(D) Each certificate of interim extension 
under this paragraph shall be recorded in the of-
ficial file of the patent and shall be considered 
part of the original patent. 

(E) Any interim extension granted under this 
paragraph shall terminate at the end of the 60- 
day period beginning on the date on which the 
product involved receives permission for com-
mercial marketing or use, except that, if within 
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2 See References in Text note below. 

that 60-day period the applicant notifies the Di-
rector of such permission and submits any addi-
tional information under paragraph (1) of this 
subsection not previously contained in the ap-
plication for interim extension, the patent shall 
be further extended, in accordance with the pro-
visions of this section— 

(i) for not to exceed 5 years from the date of 
expiration of the original patent term; or 

(ii) if the patent is subject to subsection 
(g)(6)(C), from the date on which the product 
involved receives approval for commercial 
marketing or use. 

(F) The rights derived from any patent the 
term of which is extended under this paragraph 
shall, during the period of interim extension— 

(i) in the case of a patent which claims a 
product, be limited to any use then under reg-
ulatory review; 

(ii) in the case of a patent which claims a 
method of using a product, be limited to any 
use claimed by the patent then under regu-
latory review; and 

(iii) in the case of a patent which claims a 
method of manufacturing a product, be lim-
ited to the method of manufacturing as used 
to make the product then under regulatory re-
view. 

(e)(1) A determination that a patent is eligible 
for extension may be made by the Director sole-
ly on the basis of the representations contained 
in the application for the extension. If the Di-
rector determines that a patent is eligible for 
extension under subsection (a) and that the re-
quirements of paragraphs (1) through (4) of sub-
section (d) have been complied with, the Direc-
tor shall issue to the applicant for the extension 
of the term of the patent a certificate of exten-
sion, under seal, for the period prescribed by 
subsection (c). Such certificate shall be recorded 
in the official file of the patent and shall be con-
sidered as part of the original patent. 

(2) If the term of a patent for which an appli-
cation has been submitted under subsection 
(d)(1) would expire before a certificate of exten-
sion is issued or denied under paragraph (1) re-
specting the application, the Director shall ex-
tend, until such determination is made, the 
term of the patent for periods of up to one year 
if he determines that the patent is eligible for 
extension. 

(f) For purposes of this section: 
(1) The term ‘‘product’’ means: 

(A) A drug product. 
(B) Any medical device, food additive, or 

color additive subject to regulation under 
the Federal Food, Drug, and Cosmetic Act. 

(2) The term ‘‘drug product’’ means the ac-
tive ingredient of— 

(A) a new drug, antibiotic drug, or human 
biological product (as those terms are used 
in the Federal Food, Drug, and Cosmetic Act 
and the Public Health Service Act), or 

(B) a new animal drug or veterinary bio-
logical product (as those terms are used in 
the Federal Food, Drug, and Cosmetic Act 
and the Virus-Serum-Toxin Act) which is 
not primarily manufactured using recom-
binant DNA, recombinant RNA, hybridoma 
technology, or other processes involving site 
specific genetic manipulation techniques, 

including any salt or ester of the active ingre-
dient, as a single entity or in combination 
with another active ingredient. 

(3) The term ‘‘major health or environ-
mental effects test’’ means a test which is rea-
sonably related to the evaluation of the health 
or environmental effects of a product, which 
requires at least six months to conduct, and 
the data from which is submitted to receive 
permission for commercial marketing or use. 
Periods of analysis or evaluation of test re-
sults are not to be included in determining if 
the conduct of a test required at least six 
months. 

(4)(A) Any reference to section 351 is a ref-
erence to section 351 of the Public Health 
Service Act. 

(B) Any reference to section 503, 505, 512, or 
515 is a reference to section 503, 505, 512, or 515 
of the Federal Food, Drug, and Cosmetic Act. 

(C) Any reference to the Virus-Serum-Toxin 
Act is a reference to the Act of March 4, 1913 
(21 U.S.C. 151–158). 

(5) The term ‘‘informal hearing’’ has the 
meaning prescribed for such term by section 
201(y) 2 of the Federal Food, Drug, and Cos-
metic Act. 

(6) The term ‘‘patent’’ means a patent issued 
by the United States Patent and Trademark 
Office. 

(7) The term ‘‘date of enactment’’ as used in 
this section means September 24, 1984, for a 
human drug product, a medical device, food 
additive, or color additive. 

(8) The term ‘‘date of enactment’’ as used in 
this section means the date of enactment of 
the Generic Animal Drug and Patent Term 
Restoration Act for an animal drug or a vet-
erinary biological product. 

(g) For purposes of this section, the term ‘‘reg-
ulatory review period’’ has the following mean-
ings: 

(1)(A) In the case of a product which is a new 
drug, antibiotic drug, or human biological 
product, the term means the period described 
in subparagraph (B) to which the limitation 
described in paragraph (6) applies. 

(B) The regulatory review period for a new 
drug, antibiotic drug, or human biological 
product is the sum of— 

(i) the period beginning on the date an ex-
emption under subsection (i) of section 505 
or subsection (d) of section 507 2 became ef-
fective for the approved product and ending 
on the date an application was initially sub-
mitted for such drug product under section 
351, 505, or 507,2 and 

(ii) the period beginning on the date the 
application was initially submitted for the 
approved product under section 351, sub-
section (b) of section 505, or section 507 2 and 
ending on the date such application was ap-
proved under such section. 

(2)(A) In the case of a product which is a food 
additive or color additive, the term means the 
period described in subparagraph (B) to which 
the limitation described in paragraph (6) ap-
plies. 
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(B) The regulatory review period for a food 
or color additive is the sum of— 

(i) the period beginning on the date a 
major health or environmental effects test 
on the additive was initiated and ending on 
the date a petition was initially submitted 
with respect to the product under the Fed-
eral Food, Drug, and Cosmetic Act request-
ing the issuance of a regulation for use of 
the product, and 

(ii) the period beginning on the date a peti-
tion was initially submitted with respect to 
the product under the Federal Food, Drug, 
and Cosmetic Act requesting the issuance of 
a regulation for use of the product, and end-
ing on the date such regulation became ef-
fective or, if objections were filed to such 
regulation, ending on the date such objec-
tions were resolved and commercial market-
ing was permitted or, if commercial market-
ing was permitted and later revoked pending 
further proceedings as a result of such objec-
tions, ending on the date such proceedings 
were finally resolved and commercial mar-
keting was permitted. 

(3)(A) In the case of a product which is a 
medical device, the term means the period de-
scribed in subparagraph (B) to which the limi-
tation described in paragraph (6) applies. 

(B) The regulatory review period for a medi-
cal device is the sum of— 

(i) the period beginning on the date a clini-
cal investigation on humans involving the 
device was begun and ending on the date an 
application was initially submitted with re-
spect to the device under section 515, and 

(ii) the period beginning on the date an ap-
plication was initially submitted with re-
spect to the device under section 515 and 
ending on the date such application was ap-
proved under such Act or the period begin-
ning on the date a notice of completion of a 
product development protocol was initially 
submitted under section 515(f)(5) and ending 
on the date the protocol was declared com-
pleted under section 515(f)(6). 

(4)(A) In the case of a product which is a new 
animal drug, the term means the period de-
scribed in subparagraph (B) to which the limi-
tation described in paragraph (6) applies. 

(B) The regulatory review period for a new 
animal drug product is the sum of— 

(i) the period beginning on the earlier of 
the date a major health or environmental ef-
fects test on the drug was initiated or the 
date an exemption under subsection (j) of 
section 512 became effective for the approved 
new animal drug product and ending on the 
date an application was initially submitted 
for such animal drug product under section 
512, and 

(ii) the period beginning on the date the 
application was initially submitted for the 
approved animal drug product under sub-
section (b) of section 512 and ending on the 
date such application was approved under 
such section. 

(5)(A) In the case of a product which is a vet-
erinary biological product, the term means 
the period described in subparagraph (B) to 

which the limitation described in paragraph 
(6) applies. 

(B) The regulatory period for a veterinary 
biological product is the sum of— 

(i) the period beginning on the date the au-
thority to prepare an experimental biologi-
cal product under the Virus-Serum-Toxin 
Act became effective and ending on the date 
an application for a license was submitted 
under the Virus-Serum-Toxin Act, and 

(ii) the period beginning on the date an ap-
plication for a license was initially submit-
ted for approval under the Virus-Serum- 
Toxin Act and ending on the date such li-
cense was issued. 

(6) A period determined under any of the pre-
ceding paragraphs is subject to the following 
limitations: 

(A) If the patent involved was issued after 
the date of the enactment of this section, 
the period of extension determined on the 
basis of the regulatory review period deter-
mined under any such paragraph may not 
exceed five years. 

(B) If the patent involved was issued before 
the date of the enactment of this section 
and— 

(i) no request for an exemption described 
in paragraph (1)(B) or (4)(B) was submitted 
and no request for the authority described 
in paragraph (5)(B) was submitted, 

(ii) no major health or environmental ef-
fects test described in paragraph (2)(B) or 
(4)(B) was initiated and no petition for a 
regulation or application for registration 
described in such paragraph was submit-
ted, or 

(iii) no clinical investigation described 
in paragraph (3) was begun or product de-
velopment protocol described in such para-
graph was submitted, 

before such date for the approved product 
the period of extension determined on the 
basis of the regulatory review period deter-
mined under any such paragraph may not 
exceed five years. 

(C) If the patent involved was issued before 
the date of the enactment of this section and 
if an action described in subparagraph (B) 
was taken before the date of the enactment 
of this section with respect to the approved 
product and the commercial marketing or 
use of the product has not been approved be-
fore such date, the period of extension deter-
mined on the basis of the regulatory review 
period determined under such paragraph 
may not exceed two years or in the case of 
an approved product which is a new animal 
drug or veterinary biological product (as 
those terms are used in the Federal Food, 
Drug, and Cosmetic Act or the Virus-Serum- 
Toxin Act), three years. 

(h) The Director may establish such fees as 
the Director determines appropriate to cover 
the costs to the Office of receiving and acting 
upon applications under this section. 

(Added Pub. L. 98–417, title II, § 201(a), Sept. 24, 
1984, 98 Stat. 1598; amended Pub. L. 100–670, title 
II, § 201(a)–(h), Nov. 16, 1988, 102 Stat. 3984–3987; 
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Pub. L. 103–179, §§ 5, 6, Dec. 3, 1993, 107 Stat. 2040, 
2042; Pub. L. 103–465, title V, § 532(c)(1), Dec. 8, 
1994, 108 Stat. 4987; Pub. L. 105–115, title I, 
§ 125(b)(2)(P), Nov. 21, 1997, 111 Stat. 2326; Pub. L. 
106–113, div. B, § 1000(a)(9) [title IV, §§ 4404, 
4732(a)(10)(A)], Nov. 29, 1999, 113 Stat. 1536, 
1501A–560, 1501A–582; Pub. L. 107–273, div. C, title 
III, § 13206(a)(9), (b)(1)(B), Nov. 2, 2002, 116 Stat. 
1904, 1906; Pub. L. 112–29, § 37(a), Sept. 16, 2011, 125 
Stat. 341.) 

REFERENCES IN TEXT 

The Virus-Serum-Toxin Act, referred to in subsecs. 

(d)(2)(A)(i), (B)(i), (f)(2)(B), (4)(C), and (g)(5)(B), (6)(C), is 

the eighth paragraph under the heading ‘‘Bureau of 

Animal Industry’’ of act Mar. 4, 1913, ch. 145, 37 Stat. 

828, as amended, which is classified generally to chap-

ter 5 (§ 151 et seq.) of Title 21, Food and Drugs. For com-

plete classification of this Act to the Code, see Short 

Title note set out under section 151 of Title 21 and 

Tables. 

The Federal Food, Drug, and Cosmetic Act, referred 

to in subsecs. (d)(2)(A)(ii), (B)(ii), (f), and (g)(2)(B), 

(3)(B)(ii), (6)(C), is act June 25, 1938, ch. 675, 52 Stat. 

1040, as amended, which is classified generally to chap-

ter 9 (§ 301 et seq.) of Title 21. For complete classifica-

tion of this Act to the Code, see section 301 of Title 21 

and Tables. 

The Public Health Service Act, referred to in subsecs. 

(d)(2)(B)(i) and (f)(2)(A), is act July 1, 1944, ch. 373, 58 

Stat. 682, as amended, which is classified generally to 

chapter 6A (§ 201 et seq.) of Title 42, The Public Health 

and Welfare. For complete classification of this Act to 

the Code, see Short Title note set out under section 201 

of Title 42 and Tables. 

Sections 503, 505, 512, and 515 of the Federal Food, 

Drug, and Cosmetic Act, referred to in subsecs. (f)(4)(B) 

and (g)(1)(B), (3)(B), are classified, respectively, to sec-

tions 353, 355, 360b, and 360e of Title 21, Food and Drugs. 

Section 507 of the Act, referred to in subsec. (g)(1)(B), 

was classified to section 357 of Title 21, prior to repeal 

by Pub. L. 105–115, title I, § 125(b)(1), Nov. 21, 1997, 111 

Stat. 2325. 

Section 201 of the Federal Food, Drug, and Cosmetic 

Act, referred to in subsec. (f)(5), which is classified to 

section 321 of Title 21, was subsequently amended, and 

section 201(y) no longer defines the term ‘‘informal 

hearing’’. However, such term is defined elsewhere in 

that section. 

Section 351 of the Public Health Service Act, referred 

to in subsecs. (f)(4)(A) and (g)(1)(B)(i), (ii), is classified 

to section 262 of Title 42, The Public Health and Wel-

fare. 

The date of enactment of the Generic Animal Drug 

and Patent Term Restoration Act, referred to in sub-

sec. (f)(8), is the date of enactment of Pub. L. 100–670, 

which was approved Nov. 16, 1988. 

The date of the enactment of this section, referred to 

in subsec. (g)(6), is the date of the enactment of Pub. L. 

98–417, which was approved Sept. 24, 1984. 

AMENDMENTS 

2011—Subsec. (d)(1). Pub. L. 112–29 inserted concluding 

provisions. 

2002—Subsec. (b)(3)(B). Pub. L. 107–273, § 13206(a)(9)(A), 

substituted ‘‘paragraph’’ for ‘‘paragraphs’’. 

Subsec. (d). Pub. L. 107–273, § 13206(b)(1)(B), made tech-

nical correction to directory language of Pub. L. 

106–113, § 1000(a)(9) [title IV, § 4732(a)(10)(A)]. See 1999 

Amendment note below. 

Subsec. (d)(2)(B)(i). Pub. L. 107–273, § 13206(a)(9)(B), 

substituted ‘‘below the Office’’ for ‘‘below the office’’. 

Subsec. (e). Pub. L. 107–273, § 13206(b)(1)(B), made tech-

nical correction to directory language of Pub. L. 

106–113, § 1000(a)(9) [title IV, § 4732(a)(10)(A)]. See 1999 

Amendment note below. 

Subsec. (g)(6)(B)(iii). Pub. L. 107–273, § 13206(a)(9)(C), 

substituted ‘‘submitted’’ for ‘‘submittted’’. 

Subsec. (h). Pub. L. 107–273, § 13206(b)(1)(B), made 

technical correction to directory language of Pub. L. 

106–113, § 1000(a)(9) [title IV, § 4732(a)(10)(A)]. See 1999 

Amendment note below. 
1999—Subsec. (a). Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4404], in introductory provisions, inserted ‘‘, which 

shall include any patent term adjustment granted 

under section 154(b),’’ after ‘‘the original expiration 

date of the patent’’. 
Subsecs. (d), (e), (h). Pub. L. 106–113, § 1000(a)(9) [title 

IV, § 4732(a)(10)(A)], as amended by Pub. L. 107–273, 

§ 13206(b)(1)(B), substituted ‘‘Director’’ for ‘‘Commis-

sioner’’ wherever appearing. 
1997—Subsec. (f)(4)(B). Pub. L. 105–115, § 125(b)(2)(P), 

struck out ‘‘507,’’ after ‘‘505,’’ in two places. 
1994—Subsec. (a)(2). Pub. L. 103–465 inserted ‘‘under 

subsection (e)(1) of this section’’ after ‘‘extended’’. 
1993—Subsec. (a)(1). Pub. L. 103–179, § 6(1)(A), sub-

stituted ‘‘subsection (d)(1)’’ for ‘‘subsection (d)’’. 
Subsec. (a)(3). Pub. L. 103–179, § 6(1)(B), substituted 

‘‘paragraphs (1) through (4) of subsection (d)’’ for ‘‘sub-

section (d)’’. 
Subsec. (b). Pub. L. 103–179, § 6(2), substituted ‘‘Except 

as provided in subsection (d)(5)(F), the rights’’ for ‘‘The 

rights’’ in introductory provisions. 
Subsec. (c)(4). Pub. L. 103–179, § 5(1), substituted ‘‘ex-

tended under subsection (e)(1)’’ for ‘‘extended’’. 
Subsec. (d)(1). Pub. L. 103–179, § 5(2), substituted ‘‘Ex-

cept as provided in paragraph (5), such’’ for ‘‘Such’’ in 

second sentence. 
Subsec. (d)(5). Pub. L. 103–179, § 5(3), added par. (5). 
Subsec. (e)(1). Pub. L. 103–179, § 6(3)(A), substituted 

‘‘paragraphs (1) through (4) of subsection (d)’’ for ‘‘sub-

section (d)’’. 
Subsec. (e)(2). Pub. L. 103–179, § 6(3)(B), substituted 

‘‘subsection (d)(1)’’ for ‘‘subsection (d)’’. 
1988—Subsec. (a)(5)(A). Pub. L. 100–670, § 201(a)(1), in-

serted ‘‘or (C)’’ after ‘‘in subparagraph (B)’’. 
Subsec. (a)(5)(C). Pub. L. 100–670, § 201(a)(2), (3), added 

subpar. (C). 
Subsec. (b). Pub. L. 100–670, § 201(b), amended subsec. 

(b) generally. Prior to amendment, subsec. (b) read as 

follows: ‘‘The rights derived from any patent the term 

of which is extended under this section shall during the 

period during which the patent is extended— 
‘‘(1) in the case of a patent which claims a product, 

be limited to any use approved for the approved prod-

uct before the expiration of the term of the patent 

under the provision of law under which the applicable 

regulatory review occurred; 
‘‘(2) in the case of a patent which claims a method 

of using a product, be limited to any use claimed by 

the patent and approved for the approved product be-

fore the expiration of the term of the patent under 

the provision of law under which the applicable regu-

latory review occurred; and 
‘‘(3) in the case of a patent which claims a method 

of manufacturing a product, be limited to the method 

of manufacturing as used to make the approved prod-

uct.’’ 
Subsec. (c)(2). Pub. L. 100–670, § 201(c), substituted 

‘‘(3)(B)(i), (4)(B)(i), and (5)(B)(i)’’ for ‘‘and (3)(B)(i)’’. 
Subsec. (d)(1)(C). Pub. L. 100–670, § 201(d), inserted ‘‘or 

the Secretary of Agriculture’’ after ‘‘and Human Serv-

ices’’. 
Subsec. (d)(2)(A). Pub. L. 100–670, § 201(e), amended 

subpar. (A) generally. Prior to amendment, subpar. (A) 

read as follows: ‘‘Within sixty days of the submittal of 

an application for extension of the term of a patent 

under paragraph (1), the Commissioner shall notify the 

Secretary of Health and Human Services if the patent 

claims any human drug product, a medical device, or a 

food additive or color additive or a method of using or 

manufacturing such a product, device, or additive and 

if the product, device, and additive are subject to the 

Federal Food, Drug, and Cosmetic Act, of the extension 

application and shall submit to the Secretary a copy of 

the application. Not later than thirty days after the re-

ceipt of an application from the Commissioner, the 

Secretary shall review the dates contained in the appli-
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cation pursuant to paragraph (1)(C) and determine the 

applicable regulatory review period, shall notify the 

Commissioner of the determination, and shall publish 

in the Federal Register a notice of such determina-

tion.’’ 
Subsec. (d)(2)(B). Pub. L. 100–670, § 201(f), amended 

subpar. (B) generally. Prior to amendment, subpar. (B) 

read as follows: 
‘‘(i) If a petition is submitted to the Secretary under 

subparagraph (A), not later than one hundred and 

eighty days after the publication of the determination 

under subparagraph (A), upon which it may reasonably 

be determined that the applicant did not act with due 

diligence during the applicable regulatory review pe-

riod, the Secretary shall, in accordance with regula-

tions promulgated by the Secretary determine if the 

applicant acted with due diligence during the applica-

ble regulatory review period. The Secretary shall make 

such determination not later than ninety days after 

the receipt of such a petition. The Secretary may not 

delegate the authority to make the determination pre-

scribed by this subparagraph to an office below the Of-

fice of the Commissioner of Food and Drugs. 
‘‘(ii) The Secretary shall notify the Commissioner of 

the determination and shall publish in the Federal Reg-

ister a notice of such determination together with the 

factual and legal basis for such determination. Any in-

terested person may request, within the sixty-day pe-

riod beginning on the publication of a determination, 

the Secretary to hold an informal hearing on the deter-

mination. If such a request is made within such period, 

the Secretary shall hold such hearing not later than 

thirty days after the date of the request, or at the re-

quest of the person making the request, not later than 

sixty days after such date. The Secretary shall provide 

notice of the hearing to the owner of the patent in-

volved and to any interested person and provide the 

owner and any interested person an opportunity to par-

ticipate in the hearing. Within thirty days after the 

completion of the hearing, the Secretary shall affirm 

or revise the determination which was the subject of 

the hearing and notify the Commissioner of any revi-

sion of the determination and shall publish any such 

revision in the Federal Register.’’ 
Subsec. (f)(1)(A). Pub. L. 100–670, § 201(g)(1), struck out 

‘‘human’’ before ‘‘drug product’’. 
Subsec. (f)(2). Pub. L. 100–670, § 201(g)(1), amended par. 

(2) generally. Prior to amendment, par. (2) read as fol-

lows: ‘‘The term ‘human drug product’ means the ac-

tive ingredient of a new drug, antibiotic drug, or 

human biological product (as those terms are used in 

the Federal Food, Drug, and Cosmetic Act and the Pub-

lic Health Service Act) including any salt or ester of 

the active ingredient, as a single entity or in combina-

tion with another active ingredient.’’ 
Subsec. (f)(4)(B), (C). Pub. L. 100–670, § 201(g)(2), which 

directed general amendment of subpars. (B) and (C) of 

par. (4), was executed by amending subpar. (B) gener-

ally, and adding subpar. (C) as probable intent of Con-

gress in light of absence of subpar. (C) in par. (4). Prior 

to amendment, subpar. (B) read as follows: ‘‘Any ref-

erence to section 503, 505, 507, or 515 is a reference to 

section 503, 505, 507, or 515 of the Federal Food, Drug, 

and Cosmetic Act.’’ 
Subsec. (f)(7), (8). Pub. L. 100–670, § 201(g)(3), added 

pars. (7) and (8). 
Subsec. (g)(1)(A). Pub. L. 100–670, § 201(h)(1)(A), (2), 

substituted ‘‘new drug, antibiotic drug, or human bio-

logical product’’ for ‘‘human drug product’’ and ‘‘para-

graph (6)’’ for ‘‘paragraph (4)’’. 
Subsec. (g)(1)(B). Pub. L. 100–670, § 201(h)(1)(B), sub-

stituted ‘‘new drug, antibiotic drug, or human biologi-

cal product’’ for ‘‘human drug product’’ in introductory 

provisions and ‘‘product’’ for ‘‘human drug product’’ in 

cls. (i) and (ii). 
Subsec. (g)(2)(A), (3)(A). Pub. L. 100–670, § 201(h)(3), 

substituted ‘‘paragraph (6)’’ for ‘‘paragraph (4)’’. 
Subsec. (g)(4), (5). Pub. L. 100–670, § 201(h)(4), added 

pars. (4) and (5). Former par. (4) redesignated (6). 
Subsec. (g)(6). Pub. L. 100–670, § 201(h)(4), redesignated 

former par. (4) as (6). 

Subsec. (g)(6)(B)(i). Pub. L. 100–670, § 201(h)(5)(A), sub-

stituted ‘‘paragraph (1)(B) or (4)(B) was submitted and 

no request for the authority described in paragraph 

(5)(B) was submitted’’ for ‘‘paragraph (1)(B) was submit-

ted’’. 

Subsec. (g)(6)(B)(ii). Pub. L. 100–670, § 201(h)(5)(B), sub-

stituted ‘‘paragraph (2)(B) or (4)(B)’’ for ‘‘paragraph 

(2)’’. 

Subsec. (g)(6)(C). Pub. L. 100–670, § 201(h)(5)(C), in-

serted ‘‘or in the case of an approved product which is 

a new animal drug or veterinary biological product (as 

those terms are used in the Federal Food, Drug, and 

Cosmetic Act or the Virus-Serum-Toxin Act), three 

years’’ after ‘‘exceed two years’’. 

EFFECTIVE DATE OF 2011 AMENDMENT 

Pub. L. 112–29, § 37(b), Sept. 16, 2011, 125 Stat. 341, pro-

vided that: ‘‘The amendment made by subsection (a) 

[amending this section] shall apply to any application 

for extension of a patent term under section 156 of title 

35, United States Code, that is pending on, that is filed 

after, or as to which a decision regarding the applica-

tion is subject to judicial review on, the date of the en-

actment of this Act [Sept. 16, 2011].’’ 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by section 1000(a)(9) [title IV, § 4404] of 

Pub. L. 106–113 effective on date that is 6 months after 

Nov. 29, 1999, and, except for design patent application 

filed under chapter 16 of this title, applicable to any ap-

plication filed on or after such date, see section 

1000(a)(9) [title IV, § 4405(a)] of Pub. L. 106–113, set out 

as a note under section 154 of this title. 

Amendment by section 1000(a)(9) [title IV, 

§ 4732(a)(10)(A)] of Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Amendment by Pub. L. 103–465 effective 6 months 

after Dec. 8, 1994, and applicable to all patent applica-

tions filed in the United States on or after that effec-

tive date, with provisions relating to earliest filed pat-

ent application, see section 534(b)(1), (3) of Pub. L. 

103–465, set out as a note under section 154 of this title. 

§ 157. Statutory invention registration 

(a) Notwithstanding any other provision of 
this title, the Director is authorized to publish 
a statutory invention registration containing 
the specification and drawings of a regularly 
filed application for a patent without examina-
tion if the applicant— 

(1) meets the requirements of section 112 of 
this title; 

(2) has complied with the requirements for 
printing, as set forth in regulations of the Di-
rector; 

(3) waives the right to receive a patent on 
the invention within such period as may be 
prescribed by the Director; and 

(4) pays application, publication, and other 
processing fees established by the Director. 

If an interference is declared with respect to 
such an application, a statutory invention reg-
istration may not be published unless the issue 
of priority of invention is finally determined in 
favor of the applicant. 

(b) The waiver under subsection (a)(3) of this 
section by an applicant shall take effect upon 
publication of the statutory invention registra-
tion. 

(c) A statutory invention registration pub-
lished pursuant to this section shall have all of 
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the attributes specified for patents in this title 
except those specified in section 183 and sections 
271 through 289 of this title. A statutory inven-
tion registration shall not have any of the at-
tributes specified for patents in any other provi-
sion of law other than this title. A statutory in-
vention registration published pursuant to this 
section shall give appropriate notice to the pub-
lic, pursuant to regulations which the Director 
shall issue, of the preceding provisions of this 
subsection. The invention with respect to which 
a statutory invention certificate is published is 
not a patented invention for purposes of section 
292 of this title. 

(d) The Director shall report to the Congress 
annually on the use of statutory invention reg-
istrations. Such report shall include an assess-
ment of the degree to which agencies of the Fed-
eral Government are making use of the statu-
tory invention registration system, the degree 
to which it aids the management of federally de-
veloped technology, and an assessment of the 
cost savings to the Federal Government of the 
use of such procedures. 

(Added Pub. L. 98–622, title I, § 102(a), Nov. 8, 
1984, 98 Stat. 3383; amended Pub. L. 106–113, div. 
B, § 1000(a)(9) [title IV, § 4732(a)(10)(A), (11)], Nov. 
29, 1999, 113 Stat. 1536, 1501A–582, 1501A–583; Pub. 
L. 107–273, div. C, title III, § 13206(b)(1)(B), Nov. 2, 
2002, 116 Stat. 1906; Pub. L. 112–29, § 20(j), Sept. 16, 
2011, 125 Stat. 335.) 

AMENDMENT OF SECTION 

Pub. L. 112–29, § 20(j), (l), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi-

ration of the 1-year period beginning on Sept. 

16, 2011, and applicable to proceedings com-

menced on or after that effective date, this sec-

tion is amended by striking ‘‘of this title’’ each 

place that term appears. See 2011 Amendment 

notes below. 

REPEAL OF SECTION 

Pub. L. 112–29, § 3(e)(1), (3), Sept. 16, 2011, 125 

Stat. 287, 288, provided that, effective upon the 

expiration of the 18-month period beginning on 

Sept. 16, 2011, and applicable to any request for 

a statutory invention registration filed on or 

after that effective date, this section is repealed. 

AMENDMENTS 

2011—Subsec. (a). Pub. L. 112–29, § 20(j), struck out ‘‘of 

this title’’ after ‘‘provision’’ in introductory provisions. 

Subsec. (a)(1). Pub. L. 112–29, § 20(j), struck out ‘‘of 

this title’’ after ‘‘112’’. 

Subsec. (c). Pub. L. 112–29, § 20(j), struck out ‘‘of this 

title’’ after ‘‘289’’ and after ‘‘292’’. 

2002—Subsecs. (a), (c). Pub. L. 107–273 made technical 

correction to directory language of Pub. L. 106–113, 

§ 1000(a)(9) [title IV, § 4732(a)(10)(A)]. See 1999 Amend-

ment note below. 

1999—Subsecs. (a), (c). Pub. L. 106–113, § 1000(a)(9) 

[title IV, § 4732(a)(10)(A), as amended by Pub. L. 107–273, 

substituted ‘‘Director’’ for ‘‘Commissioner’’ wherever 

appearing. 

Subsec. (d). Pub. L. 106–113, § 1000(a)(9) [title IV, 

§ 4732(a)(11)], substituted ‘‘Director’’ for ‘‘Secretary of 

Commerce’’. 

EFFECTIVE DATE OF REPEAL 

Repeal effective upon the expiration of the 18-month 

period beginning on Sept. 16, 2011, and applicable to any 

request for a statutory invention registration filed on 

or after that effective date, see section 3(e)(3) of Pub. 

L. 111–29, set out as an Effective Date of 2011 Amend-

ment note under section 111 of this title. 

EFFECTIVE DATE OF 2011 AMENDMENT 

Amendment by section 20(j) of Pub. L. 112–29 effective 

upon the expiration of the 1-year period beginning on 

Sept. 16, 2011, and applicable to proceedings commenced 

on or after that effective date, see section 20(l) of Pub. 

L. 112–29, set out as a note under section 2 of this title. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 

after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 

EFFECTIVE DATE 

Section 102(c) of Pub. L. 98–622 provided that: ‘‘The 

amendments made by this section [enacting this sec-

tion and item 157 in the table of sections of this chap-

ter] shall take effect six months after the date of enact-

ment of this Act [Nov. 8, 1984].’’ 

TERMINATION OF REPORTING REQUIREMENTS 

For termination, effective May 15, 2000, of provisions 

in subsec. (d) of this section relating to annual reports 

to Congress, see section 3003 of Pub. L. 104–66, as 

amended, set out as a note under section 1113 of Title 

31, Money and Finance, and page 51 of House Document 

No. 103–7. 

CHAPTER 15—PLANT PATENTS 

Sec. 

161. Patents for plants. 

162. Description, claim. 

163. Grant. 

164. Assistance of Department of Agriculture. 

§ 161. Patents for plants 

Whoever invents or discovers and asexually re-
produces any distinct and new variety of plant, 
including cultivated sports, mutants, hybrids, 
and newly found seedlings, other than a tuber 
propagated plant or a plant found in an unculti-
vated state, may obtain a patent therefor, sub-
ject to the conditions and requirements of this 
title. 

The provisions of this title relating to patents 
for inventions shall apply to patents for plants, 
except as otherwise provided. 

(June 19, 1952, ch. 950, 66 Stat. 804; Sept. 3, 1954, 
ch. 1259, 68 Stat. 1190.) 

HISTORICAL AND REVISION NOTES 

Based on Title 35, U.S.C., 1946 ed., § 31, part (R.S. 4886, 

amended (1) Mar. 3, 1897, ch. 391, § 1, 29 Stat. 692, (2) May 

23, 1930, ch. 312, § 1, 46 Stat. 376, (3) Aug. 5, 1939, ch. 450, 

§ 1, 53 Stat. 1212). 

The provision relating to plants in the corresponding 

section of existing statute is made a separate section. 

AMENDMENTS 

1954—Act Sept. 3, 1954, provided that plant seedlings, 

discovered, propagated asexually, and proved to have 

new characteristics distinct from other known plants 

are patentable. 

§ 162. Description, claim 

No plant patent shall be declared invalid for 
noncompliance with section 112 of this title if 
the description is as complete as is reasonably 
possible. 

The claim in the specification shall be in for-
mal terms to the plant shown and described. 
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